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Analyses of the chow and dose formulations used for E02187.01 are included in the Diet 
Preparation final report for E02186.01 /E02188.01 which follows.  E02187.01 ran concurrently 
with E02188.01.  The same lots of chow, concentrations of test article and dose formulations 
were used in each study; therefore, only a single analysis was performed.  Study E02188.01 was 
of longer duration and was therefore used for recording/reporting the results of the analyses. 
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Base Diet 
 
The base diet used for this experiment was 5K96, Verified Casein 10 IF Irradiated Rodent 
Diet Meal, manufactured by Purina Mills International (PMI), P.O. Box 66812, St. Louis, MO  
63166, see page 8 for more diet description and details.  The 5K96 diet was received by 
ground shipment and immediately transferred to the Building 5 receiving dock for proper 
storage, see SOP 203.12, page 21 and 22.  Prior to feeding, samples of the 5K96 were taken 
and transferred to the Chemistry Support Group, Division of Biochemical Toxicology (DBT) 
where a full analysis was performed, see pages 4 - 7 for results and refer to the Chemistry 
Support Group, Division of Biochemical Toxicology (DBT) summary report for additional 
details.  
 
The 5K96 diet was stored at 10°- 21°C in Diet Preparation’s 5D-112 walk-in cooler.  The 
environmental temperature/humidity storage conditions were monitored by the Environment 
Monitoring Control Systems Unit (EMCS).  Specific variation reports may  
be provided by the Division of Bioinformatics and Biostatistics in the Biometry Statistical 
Support Group. 
 
Microbiological Surveillance 
 
Microbiological evaluation was done to insure irradiation sterility was achieved.  Samples of 
the 5K96 diet were taken for routine analyses in accordance with Diet Preparation SOP # 
1006.09, pages 26 and 27.  Microbiological samples were acceptable for animal study use by 
meeting NCTR’s specifications of zero bacteria colony forming units per gram of feed tested 
and zero mold colony forming units per gram of feed tested. Refer to the Microbiology 
Surveillance/Diagnostic summary report for results.  A detailed description is included on 
page 9 of this report.  5K96 diet feed samples not meeting the required specifications were 
resampled.  If the resample did not meet the required specifications, the 5K96 diet was 
deemed unacceptable and not used.  
 
Test and Control Article Receipt 
 
The test article, Oxybenzone and the control article, 5K96, Verified Casein 10 IF Irradiated 
Rodent Diet Meal were used for Experiment 2186, 2188.  The Oxybenzone was received to 
the Diet Preparation Support Group on 07/07/10 from Ivy Fine Chemicals, 1879 Old Cuthbert 
Road, Suite 23, Cherry Hill, NJ   in one lot number, 1F100604.  The 5K96, Verified Casein 
10 IF Irradiated Rodent Diets were received on 05/04/12, lot number 120417-1, 08/01/12, lot 
number 12JUL11RTD1, 01/08/13, lot number 12DEC06RTD1, and 04/15/13, lot number 
13MAR22RTD1.  Inventory records of the Oxybenzone test article and 5K96, Verified 
Casein 10 IF Irradiated Rodent Diet are located in the Diet Preparation Support Group’s 
Experiment 2186, 2188 raw data folders. 
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Test Article Storage Conditions 
 
The bulk Oxybenzone was stored at room temperature in building 5D, room 161.  The 
environmental temperature/humidity storage conditions were monitored by the Environment 
Monitoring Control Systems Unit (EMCS).  Specific variation reports may  
be provided by the Division of Bioinformatics and Biostatistics in the Biometry Statistical 
Support Group. 
 
Homogeneity  
 
Homogeneity was established during the (Non-GLP) 2178 experiment on October 26, 2010 
for the 1000 and 50,000 ppm dose levels.  For detailed results, refer the Chemistry Support 
Group report. 
 
Stability 
 
Stability was established for Oxybenzone incorporated into 5K96, Verified Casein 10 IF 
Irradiated Rodent Diet Meal at the 1000 ppm dose level during the (Non-GLP) 2178 
experiment.  The DBT Chemistry Support Group used the 1000 ppm homogeneity sample 
(SCR # 2178 98 00002), stored at 2 - 8°C and in the dark for all the stability data.  For 
detailed results, refer the Chemistry Support Group report. 
 
Preparation 
 
Mixing occurred on an as needed basis, however giving the Chemistry Support Group, 
Division of Biochemical Toxicology (DBT) enough time to obtain dose certification so that 
all mixes were within the required specifications before being shipped to the animal rooms for 
dosing.  Refer to SOP 674.01 on pages 23 - 25 for a more detailed description of vehicle and 
test article mixing procedures. 
 
Custody of the formulation dose groups were maintained by the Diet Preparation and Animal 
Care Support Groups by the use of delivery records, see example on page 19. 
 
Dose Certification and Specifications 
 
Samples of every batch mixed were submitted to the DBT Chemistry Support Group for dose 
certification.  The samples were identified by using a NCTR generated “Sample Collection 
Report” with a specific experiment related number, for an example refer to page 17 and SOP 
1312.02, page 28.  Detailed information regarding the analysis results is provided in the DBT 
Chemistry Support Group’s Summary Report. 
 
The specifications for all dose groups were ±10% of the target dose and CV of 10% or less.  
All doses were delivered to the Animal Care facility once the official results were provided to 
the Diet Preparation work group by the Chemistry Support Group, Division of Biochemical 
Toxicology (DBT). 
 
Raw Data 
All raw data for the Diet Preparation of 2186, 2188 will be submitted to the study director for 
archival. 



Daidzein Result: 0.07 ppm Genistein Result: 0.33 ppm
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Daidzein Result: 0.01 ppm Genistein Result: 0.03 ppm
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Daidzein Result: 0.014 ppm Genistein Result: 0.024 ppm
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SCR Number:  2186 0000 24

DBT CHEMISTRY SUPPORT PROGRAM INTRA-LABORATORY REPORT, 5K96 DIET

No data available for the Routine Analysis feed report, refer to the Chemistry Support Group, Division of Biochemical Toxicology (DBT) 
summary report for additional details.

Daidzein Result:  0.038 ppm  

Genistein Result:  0.047 ppm 
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NIH-41 Irradiated Base Diet Microbiology Analyses

Lot #:  120417-1
SCR #:  2188 99 00002

Date Sampled:  05/07/12
Results

Feed-Bacteria Count 0 cfu/gram
Spec Bacterial Path. Negative
Feed-Mold Count 0 cfu/gram
Spec Fungal Path. Negative

Lot #:  12DEC06RTD1
SCR #:  2188 99 000 21

Date Sampled:  001/08/13
Results

Feed-Bacteria Count 0 cfu/gram
Spec Bacterial Path. Negative
Feed-Mold Count 0 cfu/gram
Spec Fungal Path. Negative

Lot #:  12JUL11RTD1
SCR #:  2188 99 000 13
Date Sampled:  08/03/12

Results
Feed-Bacteria Count 0 cfu/gram
Spec Bacterial Path. Negative
Feed-Mold Count 0 cfu/gram
Spec Fungal Path. Negative

Lot #:  13MAR22RTD1
SCR #:  2186 99 000 25
Date Sampled:  04/17/13

Results
Feed-Bacteria Count 0 cfu/gram
Spec Bacterial Path. Negative
Feed-Mold Count 0 cfu/gram
Spec Fungal Path. Negative
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Oxybenzone in 5K96 meal, IR, Homogeneity

DOSE 
LEVEL BATCH # MIX DATE EXPIRATION 

DATE
CHEMISTRY 

SCR # COMMENTS

1000 OX1-10001 10/26/10 12/15/10 2178 98 0000 2 Homogeneity

DOSE EXPIRATION CHEMISTRY BATCH # MIX DATE COMMENTSLEVEL DATE SCR #

50000 OX5-10001 10/26/10 12/15/10 2178 98 0000 3 Homogeneity

Data used from Experiment 2178.
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Oxybenzone in 5K96 meal, IR

DOSE LEVEL 
(PPM) BATCH # MIX DATE EXPIRATION 

DATE
CHEMISTRY 

SCR # COMMENTS

0 IRM-12001 06/06/12 10/14/13 2188 99 0000 4 Dose Cert.

0 IRM-12002 07/17/12 10/14/13 2188 99 0000 8 Dose Cert

0 IRM-12003 08/23/12 10/14/13 2188 99 000 14 Dose Cert

0 IRM-13001 01/22/13 06/04/13 2188 99 000 23 Dose Cert

0 IRM-13002 03/06/13 06/04/13 2186 98 000 15 Dose Cert

0 IRM-13003 04/01/13 06/04/13 2186 98 000 19 Dose Cert

0 IRM-13004 05/06/13 10/19/13 2186 98 000 26 Dose Cert
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Oxybenzone in 5K96 meal, IR

DOSE 
LEVEL 
(PPM)

BATCH # MIX DATE EXPIRATION 
DATE

CHEMISTRY 
SCR # COMMENTS

3000 OX2-12001 06/06/12 07/25/12 2188 99 0000 5 Dose Cert.

3000 OX2-12002 07/18/12 09/05/13 2188 99 0000 9 Dose Cert

3000 OX2-12003 08/23/12 10/11/13 2188 99 000 15 Dose Cert

3000 OX2-13001 01/22/13 03/12/13 2186 98 0000 2 Dose Cert

3000 OX2-13002 03/06/13 04/24/13 2186 98 000 16 Dose Cert

3000 OX2-13003 04/01/13 05/20/13 2186 98 000 20 Dose Cert

3000 OX2-13004 05/06/13 06/24/13 2186 98 000 27 Dose Cert
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Oxybenzone in 5K96 meal, IR

DOSE 
LEVEL 
(PPM)

BATCH # MIX DATE EXPIRATION 
DATE

CHEMISTRY 
SCR # COMMENTS

10000 OX3-12001 06/06/12 07/25/12 2188 99 0000 6 Dose Cert.

10000 OX3-12002 07/18/12 09/05/13 2188 99 000 10 Dose Cert

10000 OX3-12003 08/23/12 10/11/13 2188 99 000 16 Dose Cert

10000 OX3-13001 01/22/13 03/12/13 2186 98 0000 3 Dose Cert

10000 OX3-13002 03/06/13 04/24/13 2186 98 000 17 Dose Cert

10000 OX3-13003 04/01/13 05/20/13 2186 98 000 21 Dose Cert

10000 OX3-13004 05/06/13 06/24/13 2186 98 000 28 Dose Cert
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Oxybenzone in 5K96 meal, IR

DOSE 
LEVEL 
(PPM)

BATCH # MIX DATE EXPIRATION 
DATE

CHEMISTRY 
SCR # COMMENTS

30000 OX6-12001 06/06/12 07/25/12 2188 99 0000 7 Dose Cert.

30000 OX6-12002 07/18/12 09/05/13 2188 99 000 11 Dose Cert

30000 OX6-12003 08/23/12 10/11/13 2188 99 000 17 Dose Cert

30000 OX6-13001 01/22/13 03/12/13 2186 98 0000 4 Dose Cert

30000 OX6-13002 03/06/13 04/24/13 2186 98 000 18 Dose Cert

30000 OX6-13003 04/01/13 05/20/13 2186 98 000 22 Dose Cert

30000 OX6-13004 05/06/13 06/24/13 2186 98 000 29 Dose Cert
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Ethynl Estradiol in 5K96 meal, IR

DOSE 
LEVEL 
(PPM)

BATCH # MIX DATE EXPIRATION 
DATE

CHEMISTRY 
SCR # COMMENTS

0.05 EE8-12001 06/01/12 10/21/13 2188 99 0000 3 Dose Cert

0.05 EE8-12002 10/04/12 03/21/13 2188 99 000 18 Dose Cert

0.05 EE8-13001 01/17/13 07/04/13 2186 98 0000 6 Dose Cert

0.05 EE8-13002 04/01/13 09/17/13 2186 98 000 23 Dose Cert
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NCTR Sample Collection Report

Date:

Building: 5D Room: 159
 

 
Sub-Type:   Dosed

NA

NA

SAMPLE COLLECTION REPORT

Initial: ___________ 05/06/13

Date Sampled: 05/06/13

  Pasteurization Run #:

Sample Type: Feed

      Microbiology          Chemistry         Pathology

  Material Type: 5K96 # Samples Composited: 03

30,000 PPM

  Bedding Shipment Lot #:

  Feed Shipment Lot #   13MAR22RTD1

  Process ID #: OX6-13004

  Dose Code: OX6 Dose Level:

Species_______________________ Animal AIN, UIN, or Tattoo:____________________ 
 
Strain Code:___________________ Sex:__________ Date of Birth _____/______/_____ 
 
Treatment:_____________________ Ear Clip: _____________        MM     DD     YY 

ISOL #_________ Rack # __________ # of Cages __________ # Samples Composited_________ 
 
Cage # (s)______________________________________________________________________ 
 

# of Indicators _________ Autoclave #__________ Temp  F________ # of Swabs____________ 

Additional Information:  5K96 Meal Irradiated, 30,000 PPM, Oxybenzone,  
                                           Experiment #:  2186 Dose Cert. 

 
NCTR Sample Number 

Exp / Test 2186 98 
Sequence No 000 29 
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Packaging Record
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Delivery Record
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